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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1 5-1 9 are rejected under 35 U.S.C. 1 02(b) as being anticipated by Idriss 
(USPN 4838887). 

3. Idriss discloses an infusion pump, with a housing, a reservoir containing a supply 
of said fluid, a first flow channel in fluid communication with said reservoir, a delivery 
cannula and a resealable port. (Figure 3, 5B and entire reference) 

4. Claims 1-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Reinicke et al. (USPN 4715852). 

Reinicke et al. discloses a medical infusion pump comprising a housing (20), a 
reservoir (30) under pressure by a spring element, a first and second flow channel 
(42,48), a delivery cannula (126) in fluid communication with the first and second flow 
channel and a resealable port (28) (Figure 1-4, 9, 10 and entire reference). 

5. Claims 22-24 are rejected under 35 U.S.C. 1 02(b) as being anticipated by Harris 
(USPN 4,548,607). 

Harris discloses a medical infusion pump comprising a housing, a reservoir fluidly 
connected to a delivery cannula (12), a primary restrictor (20), a bolus restrictor channel 
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with a bolus button (21) and a bolus exit channel connected to a spring check valve (81) 
(Figure 1-4, 9, 10 and entire reference). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1 - 24 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Kratoska et al. (USPN 5445616), and further in view of Pike et al. (USPN 5009251) and 
further in view of Harris (USPN 4548607). 

Kratoska et al. discloses a medical pump with a housing, a reservoir, a delivery 
cannula, a spring, a resealable port and a flow regulator, but fails to describe the flow 
regulator in detail. (Figure 1 ,2 and entire reference) 

Pike et al. discloses a fluid flow controller used for regulating the fluid flow in 
medical devices, wherein the fluid regulator comprises many channels and the channels 
have a plurality of sections and a plurality of nodes. The regulator has a selectable 
knob, which determines the rate of fluid control by closing fluid channels throughout the 
device. (Figure 3,4,5,8, 9 and entire reference) 

At the time of the invention it would have been obvious for one of ordinary skill in 
the art to combine the disclosed invention of Kratoska et al. with the fluid regulator of 
Pike et al., because Kratoska et al. discloses a flow regulator (30), "which can be any 
type of flow restriction device," (Kratoska - Column 3, line 64-67) with his claimed 
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invention, therefore allowing one of ordinary skill in the art to make a obvious 
modification to combine the teachings of Pike et al.'s flow regulator with the disclosed 
invention of Kratoska et al. The reason for using Pike et al. disclosed invention is 
because it is cheap and very accurate in controlling the amount of liquid infused. (Pike - 
Column 1, lines 32-46). 
For claims 22-24 

Kratoska et al. and Pike et al. disclosed the claimed invention except for the 
bolus button. 

Harris discloses a bolus button connected to restrictor channel and a bolus exit 
channel and wherein the bolus the bolus restrictor channel further comprises a check 
valve and a flow restrictor channel. 

At the time of the invention it would have been obvious to combine Kratoska et 
al. and Pike et al. with Harris because Harris teaches a manually actuated micro pump 
which is convenient to operate and economical to manufacture, therefore adding the 
bolus button to the disclosed invention would allow for an easy and convenient way to 
administer a large dose of the drug to the patient. 

Double Patenting 

8. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 



Application/Control Number: 10/777,078 
Art Unit: 3763 



Page 5 



1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

9. Claims 1-24 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-7 of U.S. Patent No. 6,702,779. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because they both claim a housing, reservoir, a primary restrictor, a delivery 
cannula, a bolus restrictor, a bolus ext, a bolus button and a rate selector. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MATTHEW F. DESANTO whose telephone number is 
(571)272-4957. The examiner can normally be reached on Monday-Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick LUCCHESI can be reached on (571) 272-4977. The fax phone 
numbers for the organization where this application or proceeding is assigned are (571) 
273-8300 for regular communications and (571 ) 273-8300 for After Final 
communications. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 1-703- 
308-0858. 



Matthew DeSanto 

/Matthew F DeSanto/ 

Primary Examiner, Art Unit 3763 



